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DETAILED ACTION 

This Office Action is in response to the Request for Continued Examination filed 
on July 7, 2009. The amendment after final received on June 22, 2009 will be 
considered. Claims 1, 13-16, 20-21, 28, 45-49, 51-54 and 57-60 will be prosecuted on 
the merits. 

Applicant's arguments with respect to claims 1 , 13-1 6, 20-21 , 28, 45-49, 51 -54 
and 57-60 have been considered but are moot in view of the new ground of rejection. 
Claim Rejections - 35 USC §112 

1 . The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

2. Claim 13 is rejected under 35 U.S.C. 112, second paragraph, as being indefinite 
for failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention. 

Claim 13 uses "drip hole" which is vague and indefinite because it is not fully 
understood what is meant by the term "drip hole" and the specification does not provide 
guidance as to how to interpret what is meant by "drip hole". For the purpose of 
examination, the Examiner is interpreting "drip hole" to refer to a port that allows fluid to 
flow out of the opening. Correction is needed. 
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Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. Claims 1, 13-16, 20, 28, 45-49, 51-54 and 57-59, are rejected under 35 
U.S.C. 103(a) as being unpatentable over Kanner et al. (US 6,767,356 B2). 

Regarding claims 1, 20, 28, 45-49, 52, 53, 54, 57, 58 and 59, Kanner discloses 
a vascular insertion assembly, comprising: an insertion sheath having a distal end and a 
proximate end (Ref 512); a dilator having a distal end and a proximate end sized to fit 
inside the insertion sheath (Ref 520), the dilator having a distal end positionable distally 
beyond a distal end of the insertion sheath (Ref 516); a first distal hole located in the 
distal end of the dilator such that the first distal hole is positionable distally beyond the 
distal end of the insertion sheath, the first distal hole being open for fluid flow only after 
being positioned distally beyond the distal end of the insertion sheath; wherein the first 
distal hole is a first inlet port (Figure 20A see below; Figures 38, 39); a first indicator 
located at a proximal end of the dilator (Column 8, Lines 37-50; wherein the proximal 
end of the blood marking lumen is a first indicator that indicates the position of the 
insertion assembly to the user), the first indicator being in fluid communication with the 
first distal hole so that when the first distal hole (inlet port) penetrates a vessel, the first 
indicator (outlet port) at the proximal end indicated an initial penetration of the vascular 
insertion assembly into the vessel at a first depth (Ref 540; wherein a lumen in the 
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dilator provides the fluid communication that indicates to the user the depth; Column 8, 
Lines 37-50); a second distal hole located in the distal end of the insertion sheath 
(Figures 33 and 34, (674); wherein the second distal hole is a second inlet port also 
known as an over insertion hole (Column 18, Lines 60-67; Column19, Lines 1-31); and 
a second indicator located at a proximal end of the insertion sheath; wherein the second 
indicator is a second proximal hole also known as an outlet port of an over insertion 
indicator (Ref 684; Column 18, Lines 60-67; Column19, Lines 1-31), the second 
indicator being in fluid communication with the second distal hole so that when the 
second distal hole (inlet port) penetrates the vessel, fluid flows out of the second 
indicator at the proximal end and indicates that the vascular insertion assembly is at 
another depth in the vessel; wherein the second depth represents an over insertion of 
the vascular insertion assembly into the vessel (Ref 689A; Column 8, Lines 50-60; 
Column 18, Lines 55-67; Column 19, Lines 1-31; wherein a lumen in the insertion 
sheath provides the fluid communication between the second distal hole and the second 
indicator), wherein the second distal hole is proximally spaced apart from the first distal 
hole in a lengthwise direction of the vascular insertion assembly (Figure 20A; Ref 674; 
wherein Kanner discloses that he second distal hole and second lumen structure can be 
incorporated into any of the other introducer embodiments; therefore the first distal hole 
which is located on the distal end of the dilator which is positioned distally beyond the 
distal end of the sheath would be spaced apart for a second distal hole on the distal end 
of the sheath) 
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FIG. 20A 




Kanner discloses all of the claimed limitations above but fails to explicitly disclose 
that the proximal end of the blood marking lumen is a hole or outlet port; where fluid can 
flow out. 

However, in an alternate embodiment, Kanner teaches that the proximal end of a 
blood marking lumen in the sheath comprises a port for observing the presence of blood 
due to the proximal end entering a vessel (Column 18, Lines 55-65; Column 19, Lines 
1-31). 
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It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the proximal end of the first blood marking lumen to 
include a hole or port as taught by Kanner in Figures 33 and 34, since such a 
modification provides an easy way for the user to observe the presence of blood and 
determine the position of the insertion instrument. 

Regarding claim 13, Kanner discloses that at least one of the first indicator or 
the second indicator is a drip hole (Ref 684; Column 18, Lines 55-67; Column 19, Lines 
1-31). 

Regarding claim 14, Kanner discloses a first lumen that provides the fluid 
communication between the first distal hole and the first indicator; wherein the first 
lumen passes through the dilator (Ref 540; 520). 

Regarding claims 15 and 16, Kanner discloses a second lumen that provides 
the fluid communication between the second distal hole and the second indicator; 
wherein the second lumen passes through the dilator (column 8, Lines 50-60; wherein 
the additional blood marking passageway can be on the dilator of the distal end of the 
sheath). 

Regarding claim 51, Kanner discloses a third distal hole is located at the distal 
end of the vascular insertion assembly (Ref 675) and a third indicator is located at the 
proximal end of the vascular insertion assembly (Ref 688), the third distal hole being in 
fluid communication with the third indicator (Ref 689 B; Column 8, Lines 50-60; Column 
18, Lines 55-67 ). 
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5. Claims 21 and 60 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Kanner et al. (US 6,767,356 B2) in view of Ginn et al. (US 6,626,918 B1). 

Regarding claim 21, Kanner discloses all of the claimed limitations above but 
fails to explicitly disclose a lumen having a first flow path and a second flow path; 
wherein the first flow path provides the fluid communication between the first distal hole 
and the first indicator; and the second flow path provides the fluid communication 
between the second distal hole and the second indicator. 

However, Ginn teaches that it is well known in the art that vascular insertion 
assembly can include a lumen having a first flow path (Figure 17A, 651, 652, 653) and a 
second flow path (Figure 17A, (650, 648, 644); wherein the first flow path provides the 
fluid communication between the first distal hole and the first indicator (Figure 17A, 651 , 
652, 653); and the second flow path provides the fluid communication between the 
second distal hole and the second indicator (Figure 17A, (650), (648), (644); wherein 
both the first flow path and the second flow path are within the central lumen of the 
sheath). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the vascular insertion assembly to have a lumen with first 
and second flow paths as taught by Ginn, since such a modification allows the interior 
instrument to rotate in order to allow some ports to be obstructed while allowing fluid to 
enter other ports. 

Regarding claim 60, Kanner discloses all of the claimed limitations above 
including that the second inlet port and the second outlet port are in fluid communication 
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by way of a lumen that passes through the insertion sheath but fails to explicitly disclose 
that that the first inlet port and the first outlet port can be in fluid communication by way 
of a lumen that passes through the insertion sheath. 

However, Ginn teaches that it is well known in the art for indicators of a vascular 
insertion assembly to be in fluid communication by way of a lumen that passes through 
the insertion sheath (Figure 16A-B, (550), (648), (544)). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the first indicator and the first lumen to pass through the 
insertion sheath as taught by Figures 16A-B of Ginn, since such a modification makes it 
easier to distinguish between the two visual indicators. 

Furthermore, it would have been obvious to one of ordinary skill in the art at the 
time the invention was made to include two indicators and two lumens passing through 
the insertion sheath, since it has been held that mere duplication of the essential 
working parts of a device involves only routine skill in the art. St. Regis Paper Co. v 
Bemis Co., 193 USPQ 8. 

Response to Arguments 

6. Applicant's arguments with respect to claims 1 , 13-1 6, 20-21 , 28, 45-49, 51 -54 
and 57-60 have been considered but are moot in view of the new ground of rejection. 

Conclusion 

7. The prior art made of record and not relied upon is considered pertinent to 
applicant's disclosure. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to ERIN COLELLO whose telephone number is (571)270- 
3212. The examiner can normally be reached on M-F: 8:30-5:00. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Todd Manahan can be reached on (571) 272-4713. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

IE. C.I 

Examiner, Art Unit 3734 
/Todd E Manahan/ 

Supervisory Patent Examiner, Art Unit 3734 



